
United States Patent and Trademark Office 



UNITED STATES DEPARTMENT OF COMMERCE 
United States Patent and Trademark Office 
Address: COMMISSIONER FOR PATENTS 
P.O. Box 1450 

Alexandria, Virginia 22313-1450 
www.uspto.gov 



APPLICATION NO. 


FILING DATE 


FIRST NAMED INVENTOR 


ATTORNEY DOCKET NO. | 


CONFIRMATION NO. | 


10/752,674 


01/08/2004 


Shigeto Uchiyama 


Q-79060 


4454 



SUGHRUE MION, PLLC 

2100 PENNSYLVANIA AVENUE, N.W. 

SUITE 800 

WASHINGTON, DC 20037 



EXAMINER 



MARX, IRENE 



ART UNIT 



PAPER NUMBER 



1651 



SHORTENED STATUTORY PERIOD OF RESPONSE 



MAIL DATE 



DELIVERY MODE 



3 MONTHS 01/04/2007 PAPER 

Please And below and/or attached an Office communication concerning this application or proceeding. 

If NO period for reply is specified above, the maximum statutory period will apply and will expire 6 MONTHS 
from the mailing date of this communication. 



PTOL-90A (Rev. 10/06) 



Office Action Summary 


Application No. 

10/752,674 


Applicant(s) 

UCHIYAMA ET AL 


examiner 

Irene Marx 


Art Unit 

1651 





- The MAILING DATE of this communication appears on the cover sheet with the correspondence address ~ 



Period for Reply 
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DETAILED ACTION 

The application should be reviewed for errors. Error occurs, for example, in the spelling 
of "on" ion claim 18. 

To facilitate processing of papers at the U.S. Patent and Trademark Office, it is 
recommended that the Application Serial Number be inserted on every page of claims and/or of 
amendments filed. 

Applicant's election without traverse electing to prosecute the invention of Group I, 
claims 15, 18-21, and 23-26 on 10/19/06 is acknowledged. 

Claims 15, 18-21, and 23-26 are being considered on the merits. Claims 33-59 are 
withdrawn from consideration as directed to a non-elected invention. 

The strains required for the instant invention, have been deposited at National Institute of 
Biosciences and Human Technology of the Agency of Industrial Science and Technology under 
accession numbers FERM BP-6435, 6436 and 6437 (Specification page 8). The deposit 
requirements are met in application serial No. 09/485,320, now U.S. Patent No. 6,716,424 
(MPEP 2404.01). 

Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 

basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless — 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or 
on sale in this country, more than one year prior to the date of application for patent in the United States. 

Claims 15, 18, 20, 21 are rejected under 35 U.S.C. 102(b) as being anticipated by Chang 

etal. 

The claims are drawn to a composition comprising equol in product by process format. 

The cited reference discloses a composition comprising equol and also components that 
favor the maintenance of the strain used. See, e.g., page 1894, col. and page 1895, col. 1-2. 

"[E]ven though product-by-process claims are limited by and defined by the process, 
determination of patentability is based on the product itself. The patentability of a product does 
not depend on its method of production. If the product in the product-by-process claim is the 
same as or obvious from a product of the prior art, the claim is unpatentable even though the 



Application/Control Number: 10/752,674 Page 3 

Art Unit: 1651 

prior product was made by a different process. " In re Thorpe, 777 F.2d 695, 698, 227 USPQ 
964, 966 (Fed. Cir. 1985) (citations omitted) (Claim was directed to a Novolac color developer. 
The process of making the developer was allowed. The difference between the inventive process 
and the prior art was the addition of metal oxide and carboxylic acid as separate ingredients 
instead of adding the more expensive pre-reacted metal carboxylate. The product-by-process 
claim was rejected because the end product, in both the prior art and the allowed process, ends 
up containing metal carboxylate. The fact that the metal carboxylate is not directly added, but is 
instead produced in-situ does not change the end product.). 

Furthermore, the composition is claimed as a product-by-process. Since the U.S. Patent 
and Trademark Office is not equipped to manufacture products by the myriad of processes put 
before it and then obtain prior art products and make comparisons therewith, a lesser burden of 
proof is required to make out a case of prima facie anticipation/obviousness for product-by- 
process claims because of their peculiar nature than when a product is claimed in the 
conventional manner. MPEP 2113. Where the claimed and prior art products are identical or 
substantially identical in structure or composition, or are produced by identical or substantially 
identical processes, a prima facie case of either anticipation or obviousness has been established. 
In re Best, 562 F.2d 1252, 1255, 195 USPQ 430, 433 (CCPA 1977). "When the PTO shows a 
sound basis for believing that the products of the applicant and the prior art are the same, the 
applicant has the burden of showing that they are not." In re Spada, 91 1 F.2d 705, 709, 15 
USPQ2d 1655, 1658 (Fed. Cir. 1990). Therefore, the prima facie case can be rebutted by 
evidence showing that the prior art products dp not necessarily possess the characteristics of the 
claimed product. In re Best, 562 F.2d at 1255, 195 USPQ at 433. 

Claims 15, 20, 21, 23-26 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Hutchins etal (J. of American Dietetic Assoc., 1996, vol. 95, No. 5, pages 545-551 or Axelson 
et al (Axelson, M., D. N. Kirk, R. D. Farrant, G. Cooley, A. M. Lawson, and K. D. R. Setchell. 
1982. The identification of the weak oestrogen equol [7-hydroxy-3-(4'-hydroxyphenyl)chroman] 
in human urine. Biochemical Journal 201: 353-357) in light of Peschek-Bohmer et al 
(http://www.innerself.com/Health/urine.htm. (from Urine Therapy: Nature's Elixir for Good 
Health 1997) 
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The claims are draw^to ^composition-comprising equol in product by process format. 
The composition can be a food composition such as a drink or an aqueous solution. 

The cited reference discloses a composition comprising equol. See, e.g., Table 3, page 
548, respectively, bridging paragraph between pages 354 and 355. That urine may constitute a 
food composition having pharmaceutical properties in drink or aqueous solution form is 
adequately demonstrated by Peschek-Bohmer et aL, which states that Hippocrates already 
favored uropoty or drinking of urine. See, e.g., page 1. 

M [E]ven though product-by-process claims are limited by and defined by the process, 
determination of patentability is based on the product itself. The patentability of a product does 
not depend on its method of production. If the product in the product-by-process claim is the 
same as or obvious from a product of the prior art, the claim is unpatentable even though the 
prior product was made by a different process." In re Thorpe, 777 F.2d 695, 698, 227 USPQ 
964, 966 (Fed. Cir. 1985) (citations omitted) (Claim was directed to a Novolac color developer. 
The process of making the developer was allowed. The difference between the inventive process 
and the prior art was the addition of metal oxide and carboxylic acid as separate ingredients 
instead of adding the more expensive pre-reacted metal carboxylate. The product-by-process 
claim was rejected because the end product, in both the prior art and the allowed process, ends 
up containing metal carboxylate. The fact that the metal carboxylate is not directly added, but is 
instead produced in-situ does not change the end product.). 

Furthermore, the composition is claimed as a product-by-process. Since the U.S. Patent 
and Trademark Office is not equipped to manufacture products by the myriad of processes put 
before it and then obtain prior art products and make comparisons therewith, a lesser burden of 
proof is required to make out a case of prima facie anticipation/obviousness for product-by- 
process claims because of their peculiar nature than when a product is claimed in the 
conventional manner. MPEP 2113. Where the claimed and prior art products are identical or 
substantially identical in structure or composition, or are produced by identical or substantially 
identical processes, a prima facie case of either anticipation or obviousness has been established. 
In re Best, 562 F.2d 1252, 1255, 195 USPQ 430, 433 (CCPA 1977). "When the PTO shows a 
sound basis for believing that the products of the applicant and the prior art are the same, the 
applicant has the burden of showing that they are not." In re Spada, 91 1 F.2d 705, 709, 15 
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USPQ2d 1655, 165&(Fed Gir. 1990).- Therefore, the prima facie case can be rebutted by 
evidence showing that the prior art products do not necessarily possess the characteristics of the 
claimed product. In re Best, 562 F.2d at 1255, 195 USPQ at 433. 

Claims 15 and 25-26 are rejected under 35 U.S.C. 102(b) as being anticipated by Tang et 
al. ("1980. Effect of Equol on Oestrogen Receptors and on Synthesis of DNA and Protein in the 
Immature Rat Uterus. Journal of Endocrinology 85: 291-297.) 

The claims are drawn to a composition comprising equol in product^y process format. 

The cited reference discloses a composition comprising equol. See, e.g., Figure 3. The 
composition is in a pharmaceutical dosage form and in aqueous solution. 

f, [E]ven though product-by-process claims are limited by and defined by the process, 
determination of patentability is based on the product itself. The patentability of a product does 
not depend on its method of production. If the product in the product-by-process claim is the 
same as or obvious from a product of the prior art, the claim is unpatentable even though the 
prior product was made by a different process." In re Thorpe, 777 F.2d 695, 698, 227 USPQ 
964, 966 (Fed. Cir. 1985) (citations omitted) (Claim was directed to a Novolac color developer. 
The process of making the developer was allowed The difference between the inventive process 
and the prior art was the addition of metal oxide and carboxylic acid as separate ingredients 
instead of adding the more expensive pre-reacted metal carboxylate. The product-by-process 
claim was rejected because the end product, in both the prior art and the allowed process, ends 
up containing metal carboxylate. The fact that the metal carboxylate is not directly added, but is 
instead produced in-situ does not change the end product.). 

Furthermore, the composition is claimed as a product-by-process. Since the U.S. Patent 
and Trademark Office is not equipped to manufacture products by the myriad of processes put 
before it and then obtain prior art products and make comparisons therewith, a lesser burden of 
proof is required to make out a case of prima facie anticipation/obviousness for product-by- 
process claims because of their peculiar nature than when a product is claimed in the 
conventional manner. MPEP 2113. Where the claimed and prior art products are identical or 
substantially identical in structure or composition, or are produced by identical or substantially 
identical processes, a prima facie case of either anticipation or obviousness has been established. 
In re Best, 562 F.2d 1252, 1255, 195 USPQ 430, 433 (CCPA 1977). "When the PTO shows a 
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sound basis for believing that the product* ©fthe applicant and the prior art are the same, the 
applicant has the burden of showing that they are not." In re Spada, 91 1 F.2d 705, 709, 15 
USPQ2d 1655, 1658 (Fed. Cir. 1990). Therefore, the prima facie case can be rebutted by 
evidence showing that the prior art products do not necessarily possess the characteristics of the 
claimed product. In re Best, 562 F.2d at 1255, 195 USPQ at 433. 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claims 15, 18-21, and 23-26 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Ishikawa et al (translation, JP 409238647) taken with Chang et al and Halpin-Dohnalek et 
al (U.S. Pateht 5,902,578) 

The claims are drawn to a composition comprising equol in product by process format. 
The composition can be a food or pharmaceutical composition such as a drink or an aqueous 
solution. 

Ishikawa et al disclose a food or pharmaceutical composition produced by 
microorganisms by metabolizing isoflavones such as genistin and diadzin contained in soybean 
milk into the respective aglycones, i.e., genistein and daidzein and equol. The bacteria comprise 
Bifidobacterium, Lactobacillus or Streptococcus, which are recognized to inhabit the 
gastrointestinal tract of mammals. The reference does not explicitly disclose that the 
composition produced contains equol. However, Chang et al teach that fecal bacteria are 
capable to metabolize at least daidzein to equol. Accordingly, one of ordinary skill in the art 
would have reasonably expected the composition of Ishikawa et al to contain equol at least to 
some extent. 

It is noted that the composition is a food suitable for cancer prevention, which is provided 
in form of a drink or yogurt or pudding or tofu (see, e.g., machine translation, paragraph [0013]. 
The composition contains at least genistein and constitutes a drink or fermented milk. 
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The reference composition differs from the invention as claimed in that it is not provided 
in a pharmaceutical dosage form. However, Halpin-Dohnalek et al adequately demonstrate that 
compositions comprising live microorganisms and are pharmaceutical compositions are provided 
in capsule or tablet form (See, e.g., col. 4, lines 1-4). 

Therefore, it would have been obvious to one having ordinary skill in the art at the time 
the claimed invention was made to modify the composition of Ishikawa et al. by providing the 
soy isoflavone composition containing equol in tablet or capsule form as taught by Halpin- 
Dohnalek et al for the expected benefit of providing the equol and other isoflavones such as 
daidzein in a measured form for the expected benefit of providing a composition that is practical 
and easy to store and which provides the proper level of active ingredients. 

Thus, the claimed invention as a whole was clearly prima facie obvious, especially in the 
absence of evidence to the contrary. 

No claim is allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Irene Marx whose telephone number is (571) 272-0919. The 
examiner can normally be reached on M-F (6:30-3:00). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael G. Wityshyn can be reached on 571-272-0926. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300 . 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
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Primary Examiner 
Art Unit 1651 



